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10)Q The drawing(s) filed on is/are: a)\3 accepted or b)D objected to by the Examiner. 
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DETAILED ACTION 

Claims 16-36 are pending in this application. 



Action Summary 

1 . The rejection of claims 16-18 and 22 under 35 U.S.C. 112, first paragraph as 
failing to comply with written description is hereby withdrawn. 

2. The rejection of claims 23-36 under 35 U.S.C. 112, second paragraph as omitting 
essential steps is hereby withdrawn. 

3. The rejection of claims 26 under 35 U.S.C. 112, second paragraph as being 
indefinite is hereby withdrawn. 

4. The rejection of claims 1 6 and 1 7 under 35 U.S.C. 1 03(a) over Boyes et al. is 
being maintained for the reasons stated in the office action dated September 29, 2005. 

5. The rejection of claims 16, 19 and 20 under 35 U.S.C. 103(a) over Debenedetti 
et al. is hereby withdrawn. 

6. The rejection of claims 16 and 21 under 35 U.S.C. 103(a) over Sugaya et al. is 
hereby withdrawn. 

7. The rejection of claim 22 under 35 U.S.C. 103(a) over Boyes et al. in view of 
Hunt et al. is being maintained for the reasons stated in the office action dated 
September 29, 2005. 
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Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 16 ( 17, 27, 31, 32 and 36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Boyes et al. (EP 0 257 915 A1). 

Boyes et al. discloses a pharmaceutical formulation comprising a microcapsule 
having a polymeric wall material encapsulating a drug and a lipid-soluble surfactant 
mixed with the microcapsule or is incorporated within or coats the wall material of the 
microcapsule (abstract). Page 2, lines 54-55 teach that the particles range from 0.1 to 
10 microns. Page 3, lines 9-14 teach the drugs which can be used in the microparticles. 
Page 3, lines 25-32 teach the polymeric material. With respect to the pH of the 
material, it is the position of the examiner that since the prior art teaches the same 
material as claimed, then the material would have the same inherent properties of 
releasing the drug at the claimed pH. The prior art does not teach the exact particle 
size range. 

It would have been obvious to one of ordinary skill in the art to realize that since 
the ranges of the instant invention overlap that the prior art ranges then the ranges are 
obvious to one of ordinary skill. In the case where the claimed ranges "overlap or lie 
inside ranges disclosed by the prior art" a prima facie case of obviousness exists. In re 
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Wertheim, 541 F.2d 257, 191 USPQ 90 (CCPA 1976); In re Woodruff, 919 F.2d 1575, 
16 USPQ2d 1934 (Fed. Cir. 1990). 

Response to Arguments 

9. Applicant's arguments filed August 6, 2006 have been fully considered but they 
are not persuasive. 

Applicants argue that the microcapsules described in Boyes require two 
components polymeric wall forming material and surfactant, whereas, the instant 
invention comprises only one. It is the position of the examiner that the material of the 
instant invention is not limited to only what is claimed. The claim language is open and 
other things can be contained therein. Furthermore, on page 3, lines 25-32, teach that 
the polymeric material can be polymers of amino acids. 

Applicants also argue that the prior art does not teach the material releasing the 
drug at a pH of 6 or greater. It is the position of examiner that it would have been 
obvious to one of ordinary skill in the art to formulate the material or use a material that 
would release the drug at the target site having the target pH, in this case greater than 
6.0. 

10. Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over Boyes et 
al. (EP 0 257 915 A1) as applied to claims 16 and 17 above, in view Hunt et al. (US 
4,866,051). 

Claim 22 is directed to a device for delivering the microparticle composition. 
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Boyes et al. discloses all that is recited in claim 22, except a cartridge for 
insertion into an inhaler. The prior art does not teach the exact particle size range. 

Column 3, lines 23-27 of Hunt et al. teaches the use of inhalation cartridges 
comprising particles having a size below 10 microns. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to teachings of Boyes et al. comprising dry particles in the invention 
of Hunt et al. comprising inhalation cartridges for particles. The expected result would 
be facilitating delivering the microparticle via inhalation. 

It would have been obvious to one of ordinary skill in the art to realize that since 
the ranges of the instant invention overlap that the prior art ranges then the ranges are 
obvious to one of ordinary skill. In the case where the claimed ranges "overlap or lie 
inside ranges disclosed by the prior art" a prima facie case of obviousness exists. In re 
Wertheim, 541 F.2d 257, 191 USPQ 90 (CCPA 1976); In re Woodruff, 919 F.2d 1575, 
1 6 USPQ2d 1 934 (Fed. Cir. 1 990). 

Response to Arguments 

1 1 . Applicant's arguments filed August 6, 2006 have been fully considered but they 
are not persuasive. 

Applicant argues that Hunt does not teach the invention as claimed. Hunt is 
being relied upon to teach the use of inhalation cartridges comprising particles having a 
size below 1 0 microns. One of ordinary skill in the art could use look to the teachings of 
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Hunt et al. for a delivery device (inhalation cartridges for inhalers) for particles have a 
particle size of less than 1 0 microns. 



Conclusion 

12. Claims 16, 17, 22, 27, 31, 32 and 36 are rejected. . 

1 3. Claims 18-21, 28-30 and 33-35 are objected too. The prior art does not teach 
the dry particles comprising a lipid, hydrophilic or hydrophobic proteins and wherein the 
microparticle material is a diketopiperazine. 

14. Claims 23-26 are allowed. The prior art does not teach a microparticle 
comprising a diketopiperazine and an active agent. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Telephone Inquiries 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Konata M. George, whose telephone number is 571- 
272-0613. The examiner can normally be reached from 8AM to 6:30PM Monday to 
Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter, can be reached at 571-272-0646. The fax phone numbers 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov . Should 
you have question on access to the Private Pair system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Konata M. George 
Patent Examiner 
Technology Center 1600 




Jorfenn RiShter, Ph.D., Esq. 
-Supervisory Patent Examiner 
Technology Center 1600 



